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verified the applicant's claim that NDA 
19-915 vyas approved on May 16. 1991. 

This detennination of the regulatory 
review period establishes the maximum 
potential length of a.patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 2 years of patent 
term extension. 

Anyone with knowledge that any of 
the dates as pubHshed is incorrect may. 
on or before October 11. 1991. submit to 
the Dockets Management Branch 
{address above) written comments and 
ask for a redetermination. Furthermore, 
any interested persbn may petition FDA. 
on or before February 8, 1991, for a 
determination regarding virhether the 
appHcant for extension acted with due 
diligence duriiig the regulatory review 
period. To meet its burden, the petition 
must contain sufficient facts to merit an 
FDA investigation. (See H. Rept. 857. 
Part 1, 98th Cong., 2d Sess., pp. 41-42, 
1984.) Petitions should be in the format 
specified in 21 CFR iQ.m 

CcmmenttB and petitions shoiild be 
submitted to the Dbdc'ets Management 
E^hch (address above) in three copies 
{exccpf that indi^vidciiais may subm 
single copies)' and identified' with - 
docket rijmbeir.fb^^^ Brackets in the 
heading of thi^^idoc^^ 
and petitiSn8-m%^^ tKe • 

Pockets Mari^fetneilt Bjah^^^ 9 
ai.m. aiid 4'p^m.J'Mdnd|ay tlu^i^ 

Dated: Au^st 6.19^^^ V ~ V/"' ^ '. 
Stuut LN^tingale, ^ f 
AssiociateCommh^bnet for Health Af^^ 
(FR Doc. 91-19118 Filed 6-9^; 8:45 am] 
aiUJMQ COD£ 418CMjl-M 1. 

[Docki^t No. 91E-a224] 

Detemilhiatlon Of Regulatory Review 
Period for Purposes of Patent 
Extension; drcQto^^ 

agency: Food and Dtug Adriiinistration, 

ACTION; Notice. ; " 

summary: The ^ood and Drug 
Administration (FDA) has determined 
the regulatory review period for . 
Orcolon* and is publishing this' notice of 
that deterndnation as required by law. 
FDA has made the determination 
because of the submission of ah 
application to the Commissioner of 
Patents and Trademarks, Department of 
Commerce, for the extension of a patent . 
which claims that medical device. 
addresses: Written comments and 
petitions should be:directed to the 



Dockets Management Branch (HFA- 
305), Food and Drug Administration, rm. 
1-23, 12420 Parklawn Dr., Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT 

Nancy E. Pirt. Office of Health Affairs 
(HFY-20). Food and Drug 
Administration. 5600 Fishers Lane. 
Rockville, MD 20857, 301-443-1382. 
SUPPLEMENTARY INFORMATION: The Drug 

Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L 98-417) 
and the Generic Animal Drug and Patent 
Term Restoration Act (Pub. L 100-670) 
generally provide that a patent may be 
extended for a period of up to 5 years so 
long as the patented, item (human drug 
product, animal drug product, medical 
device, food additive, or color additive) 
was subject to regulatory review by 
FDA before the item was marketed. 
Under thesis acts, a product's regulatory 
review period forms the basis for 
determining the amount of extension an 
applicant may receive. 

A regulatory review period consists of 
two periods of time: a testing phaise and 
an. approval phase. For medical devices, 
the testing phase begins with a clinical 
investigation of thel device and runs 
until the approval'phase begins. The 
approval phase starts with the initial 
submission of an application to market 
the deyice arid continues until 
permission to maiicet the device is , 
granted. Although only a portion of a 
Teg^atory^review p^ may cbimt 
toward the acfiial amount of extension 
that the Commissioner of Patents and ' 
Trademarks may award (half the testing 
phase must be subtracted as well as any 
time that may have occurred before the 
patent was Issued). FDA's determination 
of the length of a refgulatbry review 
period for a medical device will include 
all of the testing phase and approval 
phase as specified in 35 U.S.C. 
158(g)(3)(B), - : 

FDA recently approved for marketing 
the medical device drcolon*. Orcolon* 
is indicated for use as a surgical aid in 
anterior segment surgeiy, including 
cataract extracdon and intraocular lens 
implantation, Subsequent to this 
approval, the Patent and Trademark 
Office received a patent tenn restoration 
application for Orcolon* (U.S. Patent 
No. Re. 32.9e9).from Seymour F. Trager 
and Victoria S; Chylinski. The Patent 
and Trademark Office requested FDA's 
assistance in determining this patent's 
eligibility for patent term restoration. In 
a letter dated July 2, 1991. FDA advised 
the Patent and Trademark Office that 
this medical device had undeigone a 
regulatory review period and &at the 
approval of Orcolon* represented the 
first commercial markethig of the 



product. Shortly thereafter, the Patent 
and Trademark Office requested that 
FDA determine the product's regulatory 
review period. 

FDA has determined that the 
applicable regulatory review period for 
Orcolon* is 1,551 days. Of this time, 
1.141 days occurred during the testing 
phase of the regulatory review period, 
while 410 days occiured during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date a clinical investigation 
involving this device was begun: 
December 31. 1986. The applicant claims 
October 13, 1986. as the date the 
investigational device exemption (IDE) 
became effective. However. FDA 
records indicate that the IDE was 
conditionally approved on December 31, 
1986. 

2. The date an apphcation was 
initially submitted with respect to the 
device under section 515 of the Federal 
Food. Drug, and Cosmetic Act: February 
13. 1990. llie apphcant claims July 29, 
1987. as the date the premarket approval 
application (PMA) for Orcolon* (PMA 
No. P870044] was submitted. However, 
FDA records indicate that PMA No. 
P870044 was declared not fileable three 
times by FDA before being withdrawn 
by the applicant on June 27. 1988. A 
second application (PMA No. P900010] 
was submitted on February 13, 1990 and 
was accepted by FDA. 

3. The date the application was 
approved: March 29. 1991. FDA has 
verified the appUcant's claim that PMA 
No. P900010 was approved by FDA on 
March 29, 1991. 

The determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
' of the actual period for patent extension 
In its application for patent extension, 
this applicant seeks 888 days of patent 
term extension. 

Anyone with knowledge that any of 
the dates are published is incorrect may, 
on or before October 11, 1991, submit to 
the Dockets Management Branch 
(address above) written comments and 
ask for a redetermination. Furthermore, 
any interested person may petition FDA. 
on or before February 8, 1992, for a 
determination regarding whether the 
appHcant for extension acted with due 
diligence during the regulatory review 
period. To meet its burden, the petition 
must contain sufficient facts to merit an 
FDA investigation. (See H. Rept. 857, 
part 1. 98th Cong.; 2d Sess.. pp. 41-42, 
1984.) Petitions should be in the format 
specified in 21 CFR 10.30. j 
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CoaaraenU and petitaoQs «koiM 
submitted 4o &e Dodceis Maea^emeat 
Braooh jaddcess absvej in Ihree oofiieB 
(except indiWduah ms^ a^stit 
single copies] and identiHed with the 
docket inunber found in breokets in the 
heading of this ^iooumefnt Comments 
and pelitioins m^y be «een 4b die 
Dockets Managemeitt Bcaach between 9 
a.m. and 4 p.m«, Mondfty Ahroi^h Friday. 

Dated: August X tS91. 
Allen Duncan, 

Acting AssacmteVornimssiotmrfbrffevfth 
Affairs, 

[FR Doc. 91-19119 Rtefl 8:45 mrjj 

WLUKG CODE 4160-01-U] 



National tnsfltutes oT Heaffth 

National Institute of Diabeftesand 
Digestive and IQdney D isea se s; 
Meeflng* National IMdbetes AtMsory 
Board 

Pursuant to Public law 02-%B, mtkre 
is her^y ^ven of ihe Natlon&fl Diabetes 
Advisory Board*s meeting date which 
will be Sejtonber :22-2%. 1991;The 
Advisory Board meethig wfD be in 
conjunction wi A fee Tedmical AAosory 
Comimtlee. Hie meeifing wifl tnsg^ at 7 
p;m. on September 2S. 1991, and recess 
at 9:^ p.nL ^e meeting wffi reconvene 
aft 6 am« <m September 23, 1991, and 
recera at 4r30pum. llie meefiitg w31 
reconvene at 8 Bjn. on September 24. 
1991, and adjourn approximately 4:30 
p.m. The Board wiU meet at fiie Center 
for Disease Control AQanta. Geoi:gia. 
The purpose cSfbe meeting is to sponsor 
a woilcshop on DIa'betes Translation 
from 1 p.m. to S fum. on SeptemS^er 23^ 
1991 and £ AJEL to Aoon on 
September 24. 1991. The fio&rd*;s current 
and futiire a^ivaties wiU be discussed 
from 1:15 p^ until appraximately 4:30 
p.m. on September24. 1991. Although 
the entire meeting will be open to the 
public, attendance will be Timitedto 
space available. 

For any further infonnalioh, please 
contact Mr. Raymond M. Kuehne, 
Executive Director, National Diabetes 
Advisory Board, IBOl RodcvfUe Mce. 
suite 500. RockviUe, Maiyland 20852. 
(301) 496-6045. His office will provide, 
for eicBinple. a memiwiralap roster of the 
Board snd an agenda and snnxmades of 
the adluai nteetings. 

Dated:jdy29,f9Sn. 
Betty {.Severidgs, 

Committee Management Officer, NIH. 
(FK Doc 91--a9CnS filed e-«-e3:e:«5ein] 

»UiHG CODE «140-«Mi 



ConsenstssltevelQpaMBit OtMtman 
on T^«atinealef Mnle Disoa^ 

Notice is hereby^ven of the NIH . 
Consensus Devdopmentl^nference on 
"Ilie Treatment oTPanidHsordej;^* 
which wiD be lield September 25^27. 
1991 in the Masur Auditorium ol fhe 
National Institutes oTHeahh. 9000 
Rockville Fike« Bethesda Maryland 
20892. Hiis conference is sponsored by 
the National Institute oTMental Health 
and the NIH OfSce ofMedkal 
Applications oT Research. 

Panic disorder witi and widiout 
agoraphobia is a d£3uLitftti^g disorder 
that jn^y aEIiot asme^y as 12 miflioo 
people in tbe course oT a lifetime. It is 
characteiuzedJ>y panic attacka. which 
are bursts of Jtersor that .seem to come 
out ol the blue. Pec^iie .suBeii^g from a 
panic attack. piten feel like they are 
having a h^trt attack* oc« alternative^, 
like they are }osk^ ihair minds. Panic 
sufferers often dev£^ agorcgpihobia 
secondary to flie occurrence^ these 
unexpected panic attacks, and they 
begin to avoid plaxies avhere they &ar a 
panic attack mQyTeoccut.K^ 
agoraplmbia t^eoomes severe -enongh, a 
person may become housebound. 

In recent years, a^atheiing body of 
research information IniBcktes that 
selected psychopharmaco^og^cal and . 
psychosocial trefiteeiftsare/e^ecttve 
with pank di80td«fl>«d& w wi&oUt a 
history of agoraphobia, lifoch 
controversy has siu-faced with r es p ect to 
the natiu-e of, as well as the most 
efficacibus treatiMVit for, panic ifisorder. 

The conference will bnqg together 
experts frpm^fhfliepsydiolqgical and 
psychopharmacolo^cal camps and 
other health care professionals as well 
as representatives^fte public to 
explore the data and evaluate the 
treatment techndlqgy tox panic disorder. 

Following a day and hdlf of 
presentations by experts and discission 
by the audience, an ind^endent non* 
Federal conseasas pand will wei^ the 
scientific evidence and finite a draft 
statement in re^onse to the following 
questions: 

• What isthexiiagnosb, 
epidemrokigy, natoral history and 
current pracUces ki paiuc disorder with 
and without agoraphoblsl 

• What are 6ie sihost4emi and long- 
term effects of acute and extended 
treatment of this disonlex? 

• What are the ahart4enn and long- 
term effects of &ese tceataients? How 
should these be managed? 

• What are the cons^kfrations lor 
treatment ploaoi^? 

• U^tafethe^^i^oanttjuesbons 
for future research? 



On the third day of the coafeicme. 
following deliberation of newfindif^ or 
evidence that fldgfht hai^e been 
presented during the meeting, the panel 
wiltpresent Its ^nal consensus 
statement. 

Information on the program may be 
obtained from: Carol Sadler, ^-ospect 
Associates, 1801 Rockville P9ce. suite 
500. Rockville. Maryland 20^ 361-468- 
6338. 

Dated: August 5. 1991. 
Beraadine P. Healy, 

Director. 

[FR Doc. 91-lSOM Ffled 8^9-91; B:45 afflj. 

BtLUtfQCOQE 4l4IK0tHi ; 



DEPARTMENT OF THE INTERK3R 
Bureau xa l:and WanagemefA 

Receipt of Conveyance of Miners 
Interest Application 

ACnON: Notice of Rece^>t of 
Conveyance of Miherallnterest 
Application AZAt-25276; 

Notice is hereby given that pursuant 
to section 209 of the Act«(f October 21, 
1976, 90 Stat. 2757, Douglas Land 
Corporation has applied for conveyance 
of the federal mineral estate desciibed 
as follows: - 

Gila and Salt River Meridian 

Parcel! 

T.4N.. R.4W.. 
Sec. 7, lots 1 thru 4, inclusive. E^W^.^M:; 
Sec. 18, iota 1 thm 4, inclusive. fiHWV^r, 

T.3N., R.5W„ 
Sec. 3. lots 1 thru 4, inclusive. SV^N%. S V2 
Sec. 4. lotsil thru 4. inclusive. S%N%, S% 
Sec. 5, lots 1 thru 4, inclusive. S%N%. S% 
Sec. 6. tots 1 thru 7. inclusive. SEy4NWi4, 

SViNEy4. EViSWy*: SEVt; 
Sec 7, lots 1 thru 4, Inclusive. E%W%. E% 
Sec. 8, all. except CAP portion; 
Sec. 9, all. except CAP portion; 
Sec. 10, all; 
Sec 11, Wy2; 
Sec 14, WV«i; 
Sec. 15. all; 

Sec 23. E%NE>4. W%NWy4. 
T.4N.. R.5W^ 

Sec 1. lots 1 thru 4. Inclusive, SMiN%. SW 
Sec 3. loU 1 thru 4, inclusive. SV^NH.S^ 
Sec 4, lots 1 thru 4. inclusive. SVfaNV&. S¥t\ 
Sec 5. lots 1 thre4.4ada6ivQ.SV<N^.SV^; 
Sec 6. lots 1 thru 7. inclusive. SV^NEV4, 

SEy4NWV4. EV4SWV4. SEy4; 
Sec. 7. lots 1 thru 4, inclusive, EVfcW%, EV^i 
Sec 6. all; 
Sec 9. all: 
Seciaall; 
Sec 11, all 
Sec; 12, all; 
Secl3.afi; 
SecllsH- 



